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DETAILED ACTION 

Claims 14-20 have been newly added. 

Election/Restrictions 

Applicant's election of Group 3, claims 10 and 14-20, in the reply filed on 5/21/08 is 
acknowledged. Because applicant did not distinctly and specifically point out the supposed 
errors in the restriction requirement, the election has been treated as an election without traverse 
(MPEP § 818.03(a)). 

Claims 1-9 and 1 1-13 are withdrawn from further consideration pursuant to 37 CFR 
1.142(b) as being drawn to a nonelected invention, there being no allowable generic or linking 
claim. Election was made without traverse in the reply filed on 5/21/08. 

Claim Rejections - 35 USC § 112 

The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of making 
and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the art to which it 
pertains, or with which it is most nearly connected, to make and use the same and shall set forth the best mode 
contemplated by the inventor of carrying out his invention. 

Claims 10 and 14-20 are rejected under 35 U.S.C. 1 12, first paragraph, because the 
specification, while being enabling for administering SEQ ID NOS: 1 and 2 to treat bronchial 
asthma by suppressing airway inflammation, does not reasonably provide enablement for all 
methods of treatment embraced by the claims. The specification does not enable any person 
skilled in the art to which it pertains, or with which it is most nearly connected, to make and use 
the invention commensurate in scope with these claims. 
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SEQ ID NO: 1 is the full length sequence for human HGF. SEQ ID NO: 2 is a known 
naturally occurring variant of human HGF. It possesses a five amino acid deletion in the first 
kringle domain. 

The examples administer the full length protein to mice and show suppression of airway 
inflammation in a murine model of asthma. However, there is no evidence of record nor reason 
to believe that administration of HGF will prevent the occurrence of asthma or airway 
inflammation. (See claims 10, 14-15, 17, and 19.) The prior art of record and specification do 
not demonstrate a prophylactic effect for HGF. The prior art of record and specification do no 
disclose prevention of asthma by any therapeutic agent. 

While the paragraph bridging pages 3-4 of the specification defines HGF as a 
heterodimeric protein composed of an a chain and a P chain consisting of an N-terminal hairpin 
domain and four kringle domains, it is not clear that claims 10 and 16-20 are limited to this 
structure. Claims 10 and 16 recite HGF in the absence of any structural features. Claim 14 
includes partial peptides as well as variant sequences in reciting "an amino acid sequence 
substantially identical to an amino acid sequence represented by SEQ ID NO: 1 or 2" 
(emphasis added). Claim 15 includes subsequences of SEQ ID NO: 2 in reciting "an amino acid 
sequence represented by SEQ ID NO: 2" (emphasis added). Other than the sequences of SEQ 
ID NOS: 1 and 2, the specification does not identify any variant sequences or partial peptides 
that would be useful in a method of preventing or treating asthma by suppressing airway 
inflammation. The specification does not disclose any variant sequences, partial peptides, or 
substantially identical amino acid sequences that possess this activity. The specification does not 
provide guidance as to those other HGF proteins that would have been expected to possess this 
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activity. It is not considered to be so predictable that other HGF proteins within the claims could 
have been identified without undue experimentation based on the instant disclosure. 

The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly claiming the 
subject matter which the applicant regards as his invention. 

Claims 14-15 are rejected under 35 U.S.C. 1 12, second paragraph, as being indefinite for 
failing to particularly point out and distinctly claim the subject matter which applicant regards as 
the invention. 

The paragraph bridging pages 3-4 of the specification defines HGF as a heterodimeric 
protein composed of an a chain and a P chain consisting of an N-terminal hairpin domain and 
four kringle domains. Claim 10 recites HGF in the absence of any structural features. It is 
unclear if claim 10 requires the features recited on pages 3-4. 

Dependent claims 14-15 are confusing because they do not clearly require these 
structures. SEQ ID NO: 2 contains a five amino acid deletion in the first kringle domain. Claim 
14 includes partial peptides as well as variant sequences in reciting "an amino acid sequence 
substantially identical to an amino acid sequence represented by SEQ ID NO: 1 or 2" 
(emphasis added). Claim 15 includes subsequences of SEQ ID NO: 2 in reciting "an amino acid 
sequence represented by SEQ ID NO: 2" (emphasis added). 

Claims 14-15 do not appear to be properly dependent as they do not contain all of the 
limitations of the independent claim in view of the definition on pages 3-4. Clarification is 
requested. 
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With respect to claim 14, it is not known what level of identity would meet the limitation 
of "substantially identical." 

Conclusion 

The art made of record and not relied upon is considered pertinent to applicant's 
disclosure. 

Ito et al. (2005) and Ito et al. (2008) are not prior art against the instant claims but address 
the role of HGF in treating bronchial asthma. 

Schwartz (U.S. Patent No. 7,074,764) is prior art against the instant claims. The patent 
discloses intravenously administering HGF to rats in pharmaceutical^ acceptable carriers in the 
amounts claimed for treating inflammation and reducing cytokine inflammatory mediators. The 
patent does not exemplify treating humans and does not disclose treating asthma. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Marianne P. Allen whose telephone number is (571)272-0712. 
The examiner can normally be reached on Monday-Friday, 5:30 am - 2:00 pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Manjunath N. Rao can be reached on 571-272-0939. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). If you would 
like assistance from a USPTO Customer Service Representative or access to the automated 
information system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/Marianne P. Allen/ 

Primary Examiner, Art Unit 1647 

mpa 



